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A. If the status is the same, pay the TOTAL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box 5b on Part B - 
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 



If the SMALL ENTITY is shown as NO: 
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Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 

(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 233 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 233 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at l-(888)-786-0101 or 
(571)-272-4200. 
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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . This communication is responsive to 8/5/2009 . 

2. The allowed claim(s) is/are 98,100,106,107,109, 114,115,117, 120, 124, 125, 127, 128 and 142-146 . 

3. ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d)or(f). 

a) ^All b)DSome* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. Copies of the certified copies of the priority documents have been received in this national stage application from the 
International Bureau (PCT Rule 17.2(a)). 

* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. □ Information Disclosure Statements (PTO/SB/08), 

Paper No./Mail Date 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. □ Interview Summary (PTO-413), 

Paper No./Mail Date . 

7. ^ Examiner's Amendment/Comment 

8. ^ Examiner's Statement of Reasons for Allowance 

9. □ Other . 
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DETAILED ACTION 
Status of the Application 

Claims 98, 100, 106-107, 109, 114-115, 117, 120, 124-125, 127-128, 142-146, 150-153 are 
pending. 

Amendment of claims 98, 1 15, 127, 146, addition of claims 150-153, cancellation of claims 73- 
97, 103, 108, 121, 126, 129-141, 147-149, and a new sequence listing as submitted in a communication 
filed on 8/5/2009 are acknowledged. 

In a telephone conversation with Mr. Martin Moynihan on 1 0/5/2009, an agreement was reached 
to amend claims 98, 1 15, 142, 143, 146 and cancel claims 150-153 to place the application in condition 
for allowance. 

Examiner's Amendment 

1 . An Examiner's amendment to the record appears below. Should the changes and/or additions be 
unacceptable to applicant, an amendment may be filed as provided by 37 CFR 1 .3 12. To ensure 
consideration of such an amendment, it MUST be submitted no later than the payment of the issue fee. 

2. Authorization for this Examiner's amendment was given in a telephone interview with Mr. 
Martin Moynihan on 10/5/2009. 

3. Please cancel claims 150-153. 

4. Please replace claims 98, 115, 142, 143, and 146 as follows: 

98. An isolated human lysosomal protein comprising at least one xylose residue and at least 
one exposed mannose residue, wherein said human lysosomal protein comprises an amino acid sequence 
encoded by the nucleic acid as set forth in SEQ ID NO: 7 and wherein said human lysosomal protein is 
contiguously linked at its C-terminus to a vacuolar targeting signal peptide and at its N-terminus to an N- 
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terminal endoplasmic reticulum signal peptide, wherein said endoplasmic reticulum signal peptide 
comprises SEQIDNO: 1. 

115. A plant cell preparation comprising a human lysosomal protein comprising at least one 
xylose residue and at least one exposed mannose residue, wherein said human lysosomal protein 
comprises an amino acid sequence encoded by the nucleic acid as set forth in SEQ ID NO: 7 and wherein 
said human lysosomal protein is contiguously linked at its C-terminus to a vacuolar targeting signal 
peptide and at its N-terminus to an N-terminal endoplasmic reticulum signal peptide, wherein said 
endoplasmic reticulum signal peptide comprises SEQ ID NO: 1 . 

142. An isolated human lysosomal protein comprising a human glucocerebrosidase which 
comprises the amino acid sequence as set forth in SEQ ID NO: 8, wherein said human 
glucocerebrosidase is linked at its C-terminus to the vacuolar signal peptide as set forth in SEQ ID NO: 2 
and at its N-terminus to the endoplasmic reticulum signal peptide as set forth in SEQ ID NO: 1. 

143. An isolated human lysosomal protein comprising a human glucocerebrosidase which 
comprises the amino acid sequence as set forth in SEQ ID NO: 14. 

146. An isolated human lysosomal protein comprising a human glucocerebrosidase which 
comprises the amino acid sequence as set forth in SEQ ID NO: 8, wherein said human 
glucocerebrosidase comprises at least one exposed mannose residue, and is linked at its C-terminus to a 
vacuolar targeting signal peptide and at its N-terminus to the endoplasmic reticulum signal peptide as set 
forth in SEQIDNO: 1. 

Reasons for Allowance 

5. The following is an Examiner's statement of reasons for allowance. Although the prior art, as 
evidenced by the teachings of Garger et al., Boiler et al. and Stomp et al. (all cited in previous Office 
actions), suggests a human glucocerebrosidase protein further comprising ER and vacuole signal peptides 
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at the N- and C-termini, respectively, which would direct it to the vacuole, the Examiner has found no 
teaching or suggestion in the prior art directed to a human glucocerebrosidase protein further comprising 
the ER signal peptide of SEQ ID NO: 1 . The ER signal peptide disclosed by Stomp et al. comprises 
amino acids 1-21 of SEQ ID NO: 1 but it does not comprise all of SEQ ID NO: 1. Therefore, claims 98, 
100, 106-107, 109, 114-115, 117, 120, 124-125, 127-128, 142-146, directed to (1) a protein comprising 
the polypeptide of SEQ ID NO: 8 and the ER signal peptide of SEQ ID NO: 1 at the N-terminus of SEQ 
ID NO: 8, (2) a protein comprising the polypeptide of SEQ ID NO: 8, the ER signal peptide of SEQ ID 
NO: 1 at the N-terminus of SEQ ID NO: 8, and the vacuole signal peptide of SEQ ID NO: 2 at the C- 
terminus of SEQ ID NO: 8 ( SEQ ID NO: 14), (3) plant cell preparations comprising said proteins, and 
(4) compositions comprising said proteins, are allowable over the prior art of record. 
6. In view of the fact that the only issue remaining in the examination of the instant application is 
the provisional double patenting rejection of claims 98, 100, 106-107, 109, 114, 117, 120, 124-125, 127- 
128, 142-146 over claims 39, 45 of copending application 1 1/790991, and the copending application has 
not yet issued as a patent, in accordance with MPEP 804(I)(B) that states that if a provisional double 
patenting rejection is the only rejection remaining in the earlier filed application, the Examiner should 
then withdraw the rejection and allow the earlier-filed application to issue as a patent, thereby converting 
the "provisional" double patenting rejection in the later-filed application(s) into a double patenting 
rejection at the time the earlier-filed application issues as a patent, this rejection is hereby withdrawn . 



Conclusion 

7. Claims 98, 100, 106-107, 109, 1 14-1 15, 1 17, 120, 124-125, 127-128, 142-146 are allowed. 

8. Any comments considered necessary by applicant must be submitted no later than the payment of 
the issue fee and, to avoid processing delays, should preferably accompany the issue fee. Such 
submissions should be clearly labeled "Comments on Statement of Reasons for Allowance." 



Application/Control Number: 10/554,387 Page 5 

Art Unit: 1652 

9. Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Delia M. Ramirez, Ph.D., whose telephone number is (571) 272-0938. The examiner can 
normally be reached on Monday-Friday from 9:30 AM to 6:00 PM. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Andrew J. Wang, can be reached at (571) 272- 
0811. Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the receptionist whose telephone number is (571) 272-1600. 

/Delia M. Ramirez/ 

Primary Patent Examiner 
Art Unit 1652 



DR 

October 16, 2009 



